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DETAILED ACTION 

A FINAL Office Action was mailed 8/1 9/02 (Paper No. 40). However, upon further consideration 
by the Examiner, the finality of that action is withdrawn and prosecution on the merits continues. 



1. Formal Matters 

A. Claims 53-58, 60-62, 68-80, 97-102, 109, 1 12-1 14, 123 and 137-143 are pending. Claims 53-58, 
60-62, 68-80 have been withdrawn as being drawn to a non-elected invention. Therefore, claims 97-102,' 
109, 1 12-1 14, 123 and 137-143 are the subject of this Office Action. 

B. All Statutes under 35 USC not found in this Office Action can be found, cited in full, in a 
previous Office Action. 

2. Claim Rejections - 35 USC § 112, first paragraph - written description 

A. Claims 97-102 remain rejected for the reasons already of record on pages 2-3 of the Office Action 
dated 8/19/02. Due to the fact that the approximately 300 known residues of the protein encoded for by 
SEQ ID NO: 11 are 95% identical to the homologous portion of the fully characterized mouse kappa 
opioid receptor encoded for by SEQ ID NO:l, and the fact that the second extracellular loop of each of 
these receptors is 100% identical, the rejection of claims 109, 112-114, 123 and 137-143 under 35 USC 
1 12, first paragraph, has been withdrawn. 

Applicants argue that the claims at issue pertain to processes for screening and processes for 
isolating substances for their ability to interact with an opioid receptor utilizing recombinant opioid 
receptor polypeptides encoding at least 30 contiguous bases of SEQ ID NO: 1 1, which is a partial genomic 
sequence of a human opioid receptor. Applicants argue that the Examiner has the initial burden of 
presenting evidence why one of skill m the art would not recognize m Applicants' disclosure a description 
defined m the claims and to provide reasons why the artisan would not have recognized the description of 
the limitation m view of Applicants' disclosure. Applicants argue that they are not required to disclose the 
full-length receptor m order to provide written description support for their claims. Applicants argue that 
the process pertains to fragments of SEQ ID NO:ll and that the full-length protem is not required to 
practice the claimed invention. 
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These arguments have been considered, but are not deemed persuasive. Claim 97, as written, 
recites a process for screening a substance for its ability to specifically bind to an opioid receptor wherein 
the receptor comprises at least 30 contiguous bases of SEQ ID NO: 1 1 . However, claim 97 does not recite 
that the opioid receptor polypeptide must comprise any of the known regions (e.g. second extracellular 
loop) required for binding. Applicants previously argued in the Response filed 6/5/00 that the claims do 
not require "ligand binding" and that the claims are directed to "processes for screening a substance for its 
ability to interact with an opioid receptor." Applicants also argued that the Sequence Listing contains 
SEQ ID NO: 1 1 and, therefore, shows "which groups of 30 nucleotides o[f] SEQ ID NO: 1 1 will translate 
into a functional opioid polypeptide that can bind ligands. Though the Sequence Listing does give the 
nucleotide and translated amino acid sequences, the Listing does not allow one to determine which groups 
of 30 nucleotides are able to bind the genus of compounds which are encompassed by these claims. 
Applicants have only provided adequate written description of regions such as the second extracellular 
loop and the claims read on screening for agonists and antagonists. Without further describing in the 
claims the regions required for the binding of compounds other than ligands, or without limiting the 
claims to recite a method of screening for antibodies only, this rejection is maintained. 

Applicants argument in the Appeal Brief, filed 3/28/03, that "any claim to a polypeptide 
comprising a particular newly discovered ammo acid sequence wherein the amino acid sequence is fully 
disclosed in the specification could never be claimed since it is possible that the amino acid sequence 
might at some later point m time be attached to an object that is not presently disclosed in the 
specification" is incorrect. Numerous proteins are known to form dimers and it is well-known that fusion 
proteins can be produced using proteins, or the encoding polynucleotides. These "attachments" to the 
molecules of the specification would have written description if disclosed in the specification. The issue is 
not that all "attachments" have to be described. Applicants are implying that attaching items to a protein 
such as makmg fusion proteins, for example, is analogous to adding polynucleotides or ammo acids to a 
molecule to make it full-length. The issue here is not that items can't be attached to the polynucleotide of 
the present invention, but that the basic molecule for which attachment is necessary, is the full-length 
protein. Without having a start and stop codon, this polynucleotide, for example, would read on an entire 
gene, which is not described. 

In fact, "vertebrate insulin cDNA," as argued by Applicants, is similar to "kappa opioid receptors 
encoded by SEQ ID NO. l 1" since these are, in a matter of speaking, generic statements. Neither of these 
terms has been adequately described to allow the artisan to identify the molecules of these genii An 
artisan could no more describe any full-length proteins comprising SEQ ID NO: 1 1 than he could describe 
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a full-length vertebrate insulin cDNA. In fact, unlike the kappa opioid receptor comprising SEQ ID 
NO:l 1, the structure of numerous vertebrate insulin cDNAs are well-known in the art. Therefore, in some 
respects, insulin cDNAs are more adequately described than are kappa opioid receptors comprising SEQ 
ID NO:l 1, since only a fragment of this receptor is described. While it is true that Applicants do not need 
to describe every embodiment on which the claim reads, they do need to describe the full-length receptor 
since these claims are currently "reach through" claims. Applicants are attempting to receive patent 
protection on the full-length kappa opioid receptor even though they are not in possession of this receptor. 
In fact, without being in possession of the full-length receptor, it is not known how Applicants can 
accurately determine that a compound is an agonist, or an antagonist of the receptor, as the present 
invention claims. It is believed that all pertinent arguments have been addressed. 



3. Claim Rejections - 35 USC § 112, first paragraph - scope of enablement 

A. Claims 97-102 are rejected under 35 U.S.C. 1 12, first paragraph because the specification, while 
being enabling for a process of screening for antibodies, does not reasonably provide enablement for a 
process of screening for agonists, antagonists, or any other compounds which are known to require 
specific regions of the human kappa opioid receptor for binding or activity. The specification does not 
enable any person skilled m the art to which it pertains, or with which it is most nearly connected, to 
make the invention commensurate in scope with these claims. 

In WWands, 8USPQ2d, 1400 (CAFC 1988) page 1404, the factors to be considered m 
determining whether a disclosure would require undue experimentation include (1) the quantity of 
experimentation necessary, (2) the amount of direction or guidance presented, (3) the presence or absence 
of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of 
those in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the claims 

First, the breadth of the claims is excessive with regard to Applicants claiming a screening 
method usmg any and all portions of SEQ ID NO: 1 1 which comprise at least 30 contiguous bases of SEQ 
ID NO: 1 1 . Applicants have only provided guidance and working examples of proteins of SEQ ID N0 2 
which is 95o/ 0 identical to SEQ ID NO: 12 over the 300 known residues of SEQ ID NO- 12 wherein the 
protein comprises the second extracellular loop of SEQ ID NO: 12 (which is 100% identical to that of 
SEQ ID NO:2). The scope of the claims reads on compounds other than antibodies. However claim 97 
does not require that the protein comprise any known amino acid regions required for the binding and/or 
function of ligands other than antibodies. Therefore, without the recitation of the second extracellular 
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loop, or other known regions disclosed as being required for binding of compounds other than antibodies, 
Applicants are only enabled for the screening method of claim 97 which is only used to screen antibodies. 
Without guidance or working examples of what residues are required in this claimed method, it is not 
predictable to the artisan as to what residues would be required to practice the invention of claim 97. The 
recitation of "at least 30 contiguous bases" is not sufficient guidance to allow the artisan to practice the 
invention as claimed. 

In summary, the breadth of the claims is excessive with regard to Applicants claiming a screening 
method for any compounds other than antibodies. There is no guidance or working examples of screening 
methods which do not use the second extracellular loop of the protein, nor would ,t be predictable to the 
artisan which residues would be required to permit the binding of ligands other than antibodies to the 
receptor. For these reasons, the Examiner holds that undue experimentation is required to practice the 
invention as claimed. 

4. Claim Rejections - 35 USC§112, second paragraph 

Claims 109, 112-114, 123 and 137-143 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

A. Claims 109 and 1 12-1 14 rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential steps, such omission amounting to a gap between the steps. See MPEP § 2172.01. The 
omitted steps are: method steps for isolating the claimed substance. As written, it is not clear how to 
substance is to be isolated. 

B. Claims 109, 1 12-1 14, 123 and 137-143 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being incomplete for omitting essential steps, such omission amounting to a gap between the steps. See 
MPEP § 2172.01. The omitted steps are: a method step(s) for determining that the isolated substance is 
an agonist. No functional tests have been recited in the methods. Applicants are claiming a method of 
identifying a substance as an agonists simply by identifying its ability to bind a receptor. Binding is not 
necessarily indicative of functional ability. 



5. Conclusion 

A. No claim is allowable. 
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